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(54) ORAL COMPOSmON 

(57)Abstract 

PROBLEM TO BE SOLVED: To obtain an oral composition, concretely an oral cavity composition or a 
peroral compositioa which has an excellent antiseptic property and excellent safety, and further has good 
using properties and good dosing properties such as good taste and good flavor. 

SOLUTION: This oral composition is characterized by comprising a 4 to 100 alkanediol and a monoterpene 
compound and having a water activity (Aw) of <0.95. The oral composition contains at least one selected 
from saccharides, inorganic salts and organic salts all of which have water activity-adjusting actions, for 
adjusting the water activity. 
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[QaimCs)] 
[aaim 1] 

The oral constituent which contains the alkane diol and the monoterpene compound of carbon numbers 
4-10, and is characterized by being less than [ water activity (AwX).95 ]. 
[Claim 2] 

The oral constituent according to claim 1 characterized by containing one or more sorts chosen from the 
saccharide which has a water activity adjustment operation, mineral salt, and cranio sat 
[Claim 3] 

The oral constituent according to claim 1 or 2 characterized by being a constituent for the otbI cavities, or 
an oral constituent 
[Claim 4] 

oral one which contains the alkane diol and menthol of carix>n numbers 4-10, and is characterized by being 
less than [ water activity CAwX).95 ] — business — a preservation-fromr-decay constituent 
[Detailed Description of the Invention] 
[0001] 

[Held of the Invention] 

This invention relates to constituents for the oral cavities, such as safety and a also sensuously excellerrt 
oral constituent, especially toothbrushing, while it is excellent in the preservation-frorrrdecay effectiveness. 
[0002] 

[Description of the Prior Art] 

Although the constituent for the oral cavities and an oral administration ag^nt constituent are aseptic 
condition in manufacture / selling phase, the microorganism which exists in an external environmerrt 
according to an operating condition or a storage situation mixes, and the so-called danger of secondary 
polluton of after opening is high. The bacillus mixed by secondary pollution is increased in a product and 
putrefaction of a constituent advances. Therefore, to develop these products, it is necessary to ofiFer not 
only combination of an active principle but the presentation with the preservation-from-decay force over a 
microorganism. On the other hand, the constituent for the oral cavities and an oral administration agent 
constituent corrtact directly in the oral cavity, or since it is the product taken in further inside of the body, 
the presentation in consideration of sensuous fields, such as safety and a taste, is required, and not only the 
preservatiorr-fronrr-decay force but safety and the antiseptics which were sensuously excellent and were 
boiled are called for. However, as for the compound which fulfills these conditions easily, it is common to use 
the sodium benzoate which is not found out but is usually used as antiseptics, and paraben. However, if 
these are blended so much, degradation of organic-functions quality, such as bitterness, will be imitated and 
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they will come, and if few. they |^^ing a dissatisfied result in respect of the pr^^atiorrfrom-decay 

force. 

Then, the method of maintaining the preservation-from-decay force by adjusting physical properties, such 
as pH and water activity, conventionally in addition to addition of antiseptics is learned. Water activity (Aw) is 
the scale of free water which can use a microorganism among the moisture in pharmaceutical preparation, 
and when the saturation of P and pure water usually cames out the water vapor pressure at the time of 
putting pharmaceutical preparation into a well-closed container water^apor-pressure PO, water activity 
(Aw) can be expressed as P/PO. By the way, although the approach which makes pH, water activity, etc. 
extremely low and does not add antiseptics was also devised, there was a trouble that sensed a strong acid 
taste and sweet taste and palatability fell extremely sensuously for the compound used for pH or a water 
activity fell in that case. Moreover, in a system without the usual antiseptics, although it is possible to control 
growth of most bacteria and to annihilate it by low water activity, it molds, and growth is accepted in Aw 
region usually used for toothbrushing and neither true fungi, such as yeast, nor some gram negatives nor the 
bacillus of osmotic-pressure-proof nature can control the growth. If Aw is reduced until it controls said 
toothbrushing separation bacillus, a problem will arise in respect of the taste. 
[0003] 

[ProblemCs) to be Solved by the Invention] 

This invention is excellent in antiseptic and safety, and provides an oral constituent also with still better 
usability and recipe nature, such as a taste and flavor, and a concrete target with the constituent for the oral 
cavities, or an oral constituent 
[0004] 

[Means for Solving the Problem] 

this invention persons conr^leted a header and this invention for the above-mentioned technical problem 
being solvable by adjusting the water activity (Aw) which contains specific alkane did, a nrK)noterpene 
compound, especially menthol, and pharmaceutical preparation has to the specific range, as a result of trying 
hard wholeheartedly, in order to solve the above-mentioned technical problem. 
[0005] 

Namely, this inverrtion. 

The oral constituent which contains the alkane diol and menthol of the <1> carbon numbers 4-10, and is 
characterized by being less than [ water activity (Aw)0.g5 ]. 

An oral constituent given in <1> characterized by the thing containing one or more sorts chosen fi^m the 
saccharide which has <2> water^ctivity adjustment operation, mineral salt, and organic salt 
<1> characterized by being a constituent for <3> oral cavities, or an oral constituent, or an oral constituerrt 
given in <2>. 

oral one which contains the alkane diol and menthol of the <4> carbon numbers 4-10, and is characterized 
by being less than [ water activity (Aw)0.95 ] — business — a preservationHronrrxlecay constituent 
It provides. 
[0006] 

[Embodiment of the Invention] 

Below, the oral constituent of this invention is explained at a detail. In addition, the "oral constituent" of this 
invention points out a constituent at large [ with the possible student in contact with the membrane in the 
oral cavity ], for example, it is applied to constituents for the oral cavities, such as toothbrushing mouth 
wash, and a MANYUKIA agent for gear teeth, oral constituents, such as syrups, etc. 
[0007] 
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They are the carbon numbers 4-^||^ed by this invention, and the preservation-^^-decay active principle 
used in order that the alkane diol of 5-8 may add a preservation-fronrr-decay operation to a constituent 
preferably. 1 and 2-a!kane diol which has a hydroxyl group in the 1 or 2nd place preferably is desirable. 
[0008] 

As concrete alkane diol, the 1, 2-butanediol, 1, 2-pentanediol, 1, 2-hexandiol, 1, 2-heptane diol, 1. 
2-octanediol, 3-MECHIRU 1, 2-pentanediol, 4-MECHIRU 1, 2-pentanediol, 4, and 4-dimethyl 1, 
2-pentanediol, 3. the 4-dimethyl 1, 2-pentanediol, cyclopentane diol, vinyl cydohexane diol, etc. are 
mentioned, for example. 1, 2-pentanediol, 1, and 2-hexandiol is desirable also in these. 
[0009] 

In addition, the above-mentioned alkane diol can use what was manufactured using the welhknown 

approach, and it is also possible to blend commercial items (DRAGOCO product etc.). 

the alkane diol of the carbon numbers 4-10 of this invention — the inside of a constituent — desirable — 

0.001 to 2 mass % — more — desirable — 0.02 to 1 .5 mass % — it is made still more desirable 0.1-1 mass % 

content It is this range and the good preservatiorHrom-decay force and usability, and recipe nature are 

obtained especially. 

[0010] 

As a monoterpene compound used by this invention, menthol, a bomeol, a gerantol, a cineole, a limonene, 
menthone, camphor, etc. are raised. A desirable monoterpene compound is menthol. 

the content of a monoterpene compound — the inside of a constituent — desirable — 0.01 to 5 mass % — 

more — desirable — 0.1 to 2 mass % — it is 0.1 to 1.5 mass % still more preferably. 

[0011] 

The oral constituent of this invention adjusts water activity (Aw) to 0.95 or less. If Aw is higher than 0.95, the 
effiectiveness of this invention will not be acquired, desirable Aw — 0.8 to 0.95 — it is 0.85-0.95 more 
preferably. It is this range, and especially, good usability (taste, flavor) is acquired and, moreover, a 
constituent with the high preservation fi om- d ecay force is obtained. 
[0012] 

As for said Aw, it is desirable to adjust by the matter which has the water activity adjustmerrt operation 
chosen from the moisture content in a constituent polyhydric alcohol and a saccharide, and salts. 
[0013] 

A glycerol, a polyethylene glycol, propylene glycol, etc. are mentioned as an example of said polyhydric 

alcohol. As for these, it is desirable among a constituent to do 5-30 mass % content of 

[0014] 

As said saccharide, polysaccharides, such as oligosaccharides, such as sugar-alcohol, such as disaccharides, 
such as monosaccharides, such as a glucose, fructose, arabinose, a galactose, and a mannose, a maltose, 
sucrose, trehalose, a cellobiose, a lactose, and invert sugar, sorbitol, xylitol, mannite, and maltitol, and an 
amylose, glucan, starch, a cellulose, a mannan, and a carrageenan, are mentioned. A desirable content is ten 
to 30 mass %. 
[0015] 

As salts, malic-acid sodiura malonic-acid ammonium, etc. are mentioned to carbonates, such as 
sulfuric-acid ghost salts, such as chloride salts, such as salt a magnesium chloride, and potassium chloride, 
magnesium sulfate, and a calcium sulfate, and a sodium carix)nate, and others. The desirable content of salts 
is one to 10 mass % among a constituent 
[0016] 

Polyhydric alcohol and a saccharide are desirable also especially in the compound which has the 
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above-nDentioned Aw acfiustrnerJ^Bration. Especially desirable Aw regulators a^^Wycerol and sorbitol. 
[0017] • 

Moreover, the range where a moisture content is desirable is 30 to 50 mass %, and if it is this range, the 
effectiveness of outstanding Aw fall will be acquired. 

The welhknown component blended with conventional oral constituents other than the above can be 
blended with the oral constituent of this invention at arbitration in the range which does not spoil the 
effectiveness of this invention. As those examples, drug effect components, such as an abrasive material, 
fine particles, a moisturizer, liquid fats and oils, solid-state fats and oils, lows, a hydrocarix)n oil, a higher fatty 
acid, higher alcohol, synthetic ester oil, silicone, various kinds of surface active agents, a sequestering agent, 
water, a high molecular compound, a thickener, and an anti-inflammatory agent, a vitamin compound, a 
hormone drug, perfume, coloring matter, emulsion stabilizer, pH regulator, an astringent, a refrigerant, etc. are 
mentioned, for example. 
[0018] 

In addition, the oral constituent of this invention does not need the conventional antiseptics and especially a 
germidde. Since it is not necessary to use especially the perfume for the purpose of [ conventional ] 
masking etc. by not blending other antiseptics or germicides and and there is no limit of a flavor design, it is 
very useful. 
[0019] 

It is not limited especially as a gestalt of the oral constituent of this invention, but it is possible to apply to 
the charge of makeup, drugs, quasi drugs, etc. widely, and the pharmaceutical form can also take broad 
pharmaceutical forms, such as a water^solution system, a solubilization system, an emulsrfication system, an 
oil system, a gel system, a paste system, an ointment system, an aerosol system, a water-oil twoHayer 
system, and a three layer system of water-oihpowder. That is, in an oral cavity constituent, it is widely 
applicable to the gestalt of toothbrushing, mouth wash, mouth cleaning gum, a cream, gel, Myst, a spray, the 
sinkingHn sheet for mouth cleaning, etc. in the above-mentioned various pharmaceutical forms. 
[0020] 

[Effect of the Invention] 

As explained above, also to the microorganism (osmotic-pressure-proof bacillus) of the hyperosmolarity 

resistance it is accepted to be to increase in the place which microorganisms with it, such as dentifrices, do 

not increase, the oral constituent of this invention is excellent in flingiproofhess, and is equipped with the 

quality it is fully further satisfied also with the sensuous field about a stimulus within the oral cavity, or 

palatability of quality. [ low Aw and ] [ comparatively common ] 

[0021] 

[Example] 

Hereafter, an exanrple is shown and this invention is explained concretely. 

In addition, among this example, especially "mass %" or"%" that shows loadings, as long as there is no notice, 

mass % to the constituent whole quantity is meant 

[0022] 

<PreservatiorHr-om-decay force evaIuation> 

As for bacteria, yeast and mold performed culture by the potato glucose culture medium by the soy bean 
casein digest agar medium on 48 hours and the 7th for 24 hours, respectively. 

After culture, bacteria and yeast were suspended so that it might become a sterilization physiological saline 
in about 108-109 pieces/[ ml and ], and nK>ld was suspended so that it might become entering the 
physiological saline containing 0.005% suKb sucdnic-acid dioctyl dodecyl sodium in about 107 pieces/[ ml 
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ami^l^ering fungus liquid 

offering fungus liquid for 20g of evaluation sample t€)otfibrush 



and ], and it was made into sar 

After adding 02ml of sample offering fungus liquid for 20g of evaluation sample toothbrushing and mixing 
enough for it 20 degrees yeast, and mold saved bacteria at 25 degrees C. 

28 days after 1 g of each sample was extracted in sterile, and diution mixing was earned out by 9ml of soy 

bean casein digest iecrthin polysorbate 80 liquid media. As for a soy bean casein digest lecithin polysorit>ate 

80 agar medium, yeast and mold, bacteria performed **** for the 1 ml by the glucose peptone lecithin 

polysorbate 80 agar medium for the petri dish. Four days, and yeast and nriold performed culture for seven 

days at 25 degrees C by 30 degrees C, and bacteria measured the bacterial number of survivals in a sample. 

The criterion as evaluation of the preservation-firom-decay force was set as the following business. 

A bacillus becomes extinct within seven days. : O 

A bacillus becomes extinct within 14 days. : O 

It becomes extinct within 28 days. : ** 

It does not become extinct within 28 days. : x 

[0023] 

<Organic-functions evaluation> 

In the following criteria, decision evaluation of the degree of taste was cam'ed out by several spedal 

panelists. 

It is desirable. : O 

It is a littie desirable. : O 

It is not a littie desirable. : ** 

It is not desirable. : x 

Organic-functions evaluation about the preservation-frorrrdecay force and the taste was performed by the 

above-tnentioned approach to the toothbrushing constituent of Table 1 - 3. 

[0024] 

CTable 1] 

[0025] 

[Table 2] 

[0026] 

[Table 3] 

[0027] 

The result that the toothbrushing constituent of this invention excelled in the preservation-from-decay 

effectiveness and taste functionality was obtained. Namely, as for the toothbrushing constituent of this 

invention, it was checked that the bacterial number of survivals of all trial strain, such as a toothbrushing 

separation bacillus (osmotic-pressure-proof bacillus), is fully decreasing. 

[0028] 

[Table 4] 

[0029] 

[Table 5] 
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